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(1) It is a biological agent listed in 42
CFR Part 73 as a select agent and its
importation has been authorized in ac-
cordance with 42 CFR 73.16 or 9 CFR
121.16.

(2) With the exception of bat or
nonhuman primate specimens, it is a
diagnostic specimen not known by the
importer to contain, or suspected by
the importer of containing, an infec-
tious biological agent and is accom-
panied by an importer certification
statement confirming that the mate-
rial is not known to contain or sus-
pected of containing an infectious bio-
logical agent, or has been rendered
noninfectious.

(3) With the exception of live bats or
bat or nonhuman primate products, it
is an animal or animal product being
imported for educational, exhibition,
or scientific purposes and is accom-
panied by documentation confirming
that the animal or animal product is
not known to contain (or suspected of
containing) an infectious biological
agent or has been rendered noninfec-
tious.

(4) It consists only of nucleic acids
that cannot produce infectious forms of
any infectious biological agent and the
specimen is accompanied by an im-
porter certification statement con-
firming that the material is not known
to contain or suspected of containing
an infectious biological agent.

(5) It is a product that is cleared, ap-
proved, licensed, or otherwise author-
ized under any of the following laws:

(i) The Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301 et seq.), or

(ii) Section 351 of the Public Health
Service Act pertaining to biological
products (42 U.S.C. 262), or

(iii) The Virus-Serum-Toxin Act (21
U.S.C. 1561-159).

(6) It is an animal or animal product
listed in 42 CFR Part 71 and its impor-
tation has been authorized in accord-
ance with 42 CFR 71.52, 71.53, or 71.56.

(g) To apply for a permit, an indi-
vidual must:

(1) Submit a signed, completed CDC
Form 0.753 (Application for Permit to
Import Biological Agents or Vectors of
Human Disease into the United States)
to the HHS/CDC Import Permit Pro-
gram.

§71.56

(2) Have in place biosafety measures
that are commensurate with the haz-
ard posed by the infectious biological
agent, infectious substance, and/or vec-
tor to be imported, and the level of risk
given its intended use.

(h) Issuance of a permit may be con-
tingent upon an inspection of the im-
porter’s facility by the CDC to evaluate
whether the importer’s biosafety meas-
ures (e.g., physical structure and fea-
tures of the facility, and operational
and procedural safeguards) are com-
mensurate with the hazard posed by
the infectious biological agent, infec-
tious substance, and/or vector, and the
level of risk given its intended use.

(i) Denial, suspension, or revocation
of a permit under this section may be
appealed to the CDC Director. The ap-
peal must be in writing, state the fac-
tual basis for the appeal, and be sub-
mitted to the CDC Director within 30
calendar days of the denial, suspension,
or revocation of the permit. HHS/CDC
will issue a written response to the ap-
peal, which shall constitute final agen-
cy action.

[78 FR 7678, Feb. 4, 2013]

§71.55 Dead bodies.

The remains of a person who died of
a communicable disease listed in
§71.32(b) may not be brought into a
U.S. port unless the body is (a) prop-
erly embalmed and placed in a her-
metically sealed casket, (b) cremated,
or (c) accompanied by a permit issued
by the Director.

§71.56 African rodents and other ani-
mals that may carry the monkeypox
virus.

(a) What actions are prohibited? What
animals are affected? (1) Except as pro-
vided in paragraphs (a)(2) and (a)(3) of
this section,

(i) You must not import or attempt
to import any rodents, whether dead or
alive, that were obtained, directly or
indirectly, from Africa, or whose na-
tive habitat is Africa, any products de-
rived from such rodents, any other ani-
mal, whether dead or alive, whose im-
portation the Director has prohibited
by order, or any products derived from
such animals; and
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